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3apeructpupoBaHo B Musnrocre Poccun 9 suBapst 2017 r. N 45113

MWHUCTEPCTBO 31IPABOOXPAHEHUA POCCUACKOWU ®EQEPALINA

NMPUKA3
ot 31 aBrycta 2016 r. N 647H

5 OB YTBEPXXOEHWUW NMPABUII
HAONEXALLEW ANTEYHOU NMPAKTUKU NNEKAPCTBEHHbDBIX NMPENAPATOB
anAa MEAUUUHCKOIo NPUMEHEHUA

KoncynbrantlIntoc: npumeyanue.
B odumnmansHoM TekcTe AOKYMEHTa, BHIMMO, JOIYIIEHA OleyaTKa: MMEeTCsl B BUIY MOAMYHKT
5.2.164(1) Ionoxenwus, a He MOAMYHKT 5.2.164.

B cootBetrcTBHN ¢ myHKTOM 18 cTathu 5 denepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O6
oOparenuu JiekapcTBeHHBIX cpenctB” (CobOpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 2010, N
16, ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, ct. 7540; 2015, N 29, c1. 4367)
noanyHkroMm 5.2.164 Ilonoxxenuss o MuHucrepcTtBe 3apaBooxpaHeHuss Poccuiickoit ®enepanuu,
yTBepKIeHHOro nocraHoBiaeHueM IIpaBurensctBa Poccuiickoii @enepanuu ot 19 urons 2012 r. N 608
(CoOpanwme 3akonomarenscTBa Poccuniickoit denepammu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N
20, cT. 2477; N 22, c1. 2812; N 45, cT. 5822; 2014, N 12, c1. 1296; N 26, cTt. 3577; N 30, ct. 4307; N 37,
cT. 4969; 2015, N 2, c1. 491; N 12, ct. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT1. 1268; N 27, CT.
4497; N 28, ct. 4741; N 34, ct. 5255), npuKasbiBaio:

1. VYrtBepnute mnpunaraembie [lpaBwia Haamexamel anTeyHOW TMPAKTHKUA JIEKAPCTBEHHBIX
MpenapaToB JJIsl MEJULUHCKOTO IPUMEHEHHS.

2. Hacrosuit npukas BcTymnaer B cuity ¢ 1 mapra 2017 rona.

Bpno Munucrpa
N.H.KATPAMAHSH

YTBEpKICHBI

MpUKa3oM MuHHCTEPCTBA 31paBOOXPAHEHHUS
Poccuiickoit denepanun

ot 31 aBrycra 2016 . N 647u

] _ MPABMNA
HALNEXALLEA ANTEYHOW NMPAKTUKW NEKAPCTBEHHBIX NPEMNAPATOB
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anAa MEOUUUHCKOIO NPUMEHEHUA
1. O6uie mooxeHus

1. Hacrosmme IlpaBuna nHammexamied anTeyHOW MPaKTUKU JIEKAPCTBEHHBIX IPENapaToB IS
MEIUIIMHCKOTO TpPHMEHEHUs (Jajgee CcooTBETCTBEHHO - [IpaBuma, IJekapCTBEHHBIE TIperaparthl)
YCTaHABJIMBAIOT TPEeOOBaHUS K OCYIIECTBICHHIO PO3HUYHON TOProBJIM ANTEUHBIMH OpraHU3aLUsIMHU,
WHAUBUAYATbHBIMU TPEIIPUHUMATEISIMEI, UMEIOIIUMU JIMLIEH3HIO Ha (papMaIieBTUYECKYIO JIeATeIbHOCTb,
MEIUIIMHCKUMHU OpPTaHHU3AIUSAMHU, UMEIONINMHE JIUIEH3UI0 Ha (hapMarleBTHUECKYIO NESTEIbHOCTh, U UX
000CO0JIEHHBIMU TIO/Ipa3ICICHUAMH (aMOyIaTOpusIMH, PEeTbAMEPCKUMHA B (ETbAMIEPCKO-aKyIIEPCKUMU
MYHKTaMH, LEHTpaMH (OTJeNeHUsIMHA) oO0Iel BpaueOHOW (ceMeiHOM) MPaKTUKH), PacIOIOXEHHBIMU B
CEJIbCKMX HACEJIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIe OpraHu3aiuu (Aanee - cyOBbEeKTHI
PO3HUYHOM TOPrOBIIM), @ TAKXKE alNTEYHBIMH OPraHU3ALUAMH U MEAUIIMHCKUMH OPTaHU3ALUIMH WA UX
000COOJIEHHBIMH TO/IPa3/ICICHUSMHU, PACIIONIOKEHHBIMH B CEJIbCKMX HACEJIEHHBIX IMyHKTaX U yJIaJeHHBIX
OT HACEJEHHBIX IMYHKTOB MECTHOCTSX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIE OPraHU3alUU, IPU HAIUYUU Y
anTeuHbIX OpraHMU3alfil, MEIUIUHCKUX OpraHu3alui, UX 00O0COOJEHHBIX MOAPA3JEICHUN JIUIICH3HH,
MPEyCMOTPEHHOM 3aKOHOAATENLCTBOM Poccuiickon denepanuu 0 JULEH3UPOBAHUU OTIAEIbHBIX BUI0B
NEeATEIbHOCTH, OCYIIECTBISIFOIIUX OTITYCK HAPKOTUYECKHUX JIEKAPCTBEHHBIX IIPENAapaToOB U MCUXOTPOITHBIX
JIEKapCTBEHHBIX NMPENapaToB PUINISCKUM JIUIIAM.

2. Hacrosimue IlpaBuina HanpaBiieHbl Ha 00ecTieueHHE HACENICHHsI KaueCTBEHHBIMHU, Y (QEKTHBHBIMH
u 6G3OHaCHBIMI/I JICKApCTBCHHBIMU npenaparamu, MCIULMHCKUMU U3CINAMU, a TaKXeE
NC3UHPHUIUPYIONIMMH CPEICTBAMH, TPEIMETAMH W CpPEACTBAMHU JIMYHOW THUTHEHBI, MOCYIOW s
MCIUIMHCKHUX Heﬂeﬁ, npeamMeTaMu U CpEeACTBaMH, NPCAHA3ZHAUYCHHBIMU JJIA YyXOJa 3a 60HLHBIMI/I,
HOBOPOXKJICHHBIMH M JETbMH, HE JOCTHUTIIMMH BO3pacTa TpeX JIET, OYKOBOH ONTHUKON M CpeICTBaMHU
yxoga 3a Heﬁ, MUHCPAJIbHBIMU BOAaMH, MPOAYKTaMU JIC‘IGGHOI‘O, JCTCKOI'O U JUCTHYCCKOI'O IIUTaHUA,
OMOJIOTUYECKH  aKTUBHBIMH  J00aBKaMu, MapQOMEpPHBIMH H  KOCMETHYECKHMMH  CpPEICTBAMH,
MCIUIIMHCKUMHU U CAHUTAPHO-IIPOCBCTUTCIIbHBIMU IMCYATHBIMHU H3JaHUAMH, TMPCAHAZHAYCHHBIMU JJIA
MpoIaranibl 370pOBOTO 00pa3a Ku3HU <1> (anee - TOBaphbl alITEYHOT'O ACCOPTUMEHTA).

<1> Yactp 7 cratbu 55 denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obOpamenuun
nexapcTBeHHBIX cpenacTB" (CobOpanue 3akoHonatenbeTBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815;
N 31, ct.4161; 2013, N 48, c1. 6165; 2014, N 52, cT. 7540; 2015, N 29, c1. 4388; 2016, N 27, ct1. 4238).

II. YopaBnenue kauecTBOM

3. Po3Hu4Has TOPromisi TOBapaMH amnTEYHOTO AaCCOPTHMEHTA OCYIIECTBISCTCS IMOCPEIACTBOM
peanu3ay KOMIUIEKCa MEPOIIPUATHH, HallpaBIEHHBIX Ha coOMoAeHne TpeboBaHuii HacTosmux [IpaBu
Y BKJIFOYAIOITUX B TOM YHCIIE (J1ajiee - CUCTeMa KauecTBa):

a) oIpeJeeHre MPOLECCOB, BIUAIOUIMX Ha KAUECTBO YCIYT, OKa3bIBAEMBIX CYOBEKTOM PO3HUYHOM
TOPrOBJIM, M HAIpaBICHHBIX Ha YJIOBJIECTBOPEHHE CIpOCa IOKYyNATelIe B TOBapax anTEYHOIO
aCCOPTUMEHTA, MOJy4YyeHHe HH(GOpMAIMM O TMpaBHJIaX XpaHEHUs U MPUMEHEHHS JIEKapCTBEHHBIX
[IPENapaToB, O HAJIMYMM M LEHE JIEKapCTBEHHOIO IIpernapara, B TOM YHCJIE Ha IIOJYy4YEHHUE B
NEPBOOYEPEHOM TOpsiIKe MH(OPMAIMM O HAIWYHM JIEKAPCTBEHHBIX MPEMapaToB HUKHETO LIEHOBOTO
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CerMeHTa (anee - papManeBTUIECKUE YCIYTH);

6) YCTAaHOBJICHHUC IIOCJIICAOBATCIIBHOCTU U BSaHMOHCﬁCTBHH mponeccos, H606XO,I[I/IMBIX JJIA
ob0ecrieueHuss CUCTEMBI Ka4yeCTBa, B 3aBUCUMOCTH OT HMX BJIIHWAHHA HaA 6630HaCHOCTI>, 3(1)(1)GKTI/IBHOCTB )51
PalluOHAJIBHOCTD NPUMCHCHUS JICKAPCTBCHHBIX IIPCIIAPATOB;

B) ONpEACIICHHE KPHUTEPUEB M METOJOB, OTPAXKAIOUIUX JOCTHKEHHUE pe3yJbTaTOB, KaK MpHU
OCYIIECTBICHUU MPOIIECCOB, HEOOXOTUMBIX IJI 00ECTIeYeHHs] CUCTEMbI Ka4eCcTBa, TaK U MPHU yIPaBICHUH
UMU C Y4eTOM TpeOOBaHMM 3aKOHOJAaTeNbCTBA Poccuiickoir demxepanu 00 0OpanieHUH JICKaPCTBCHHBIX
Mpenaparos;

I') OINpeIeNICHHE KOJIMYECTBEHHBIX M KaYeCTBEHHBIX MAapaMeTpOB, B TOM YKCIIE MAaTE€pUAIbHBIX,
(bUHAHCOBBIX, MH(OPMAITMOHHBIX, TPYIOBBIX, HEOOXOIUMBIX IJisi TMOACP)KAHUS TPOIECCOB CHCTEMBI
KauecTBa M UX MOHUTOPHUHTA;

1) obecriedeHrue HACEeICHHUsI KaYeCTBEHHBIMH, 0€30MacHbIMU, 3((HEKTUBHBIMU TOBapaMH alTE€UYHOTO
aCCOPTUMEHTA;

€) IPUHSITHE Mep, HEOOXOIUMBIX JJISl TOCTH)KCHUS 3aIlJIAHUPOBAHHBIX PE3YJIHTaTOB M MOCTOSTHHOTO
YIIy4dIIeHUs KadecTBa OOCITY)KMBAaHHUS TOKyTNaTesled M TOBBIICHUS NEPCOHAIBHON OTBETCTBEHHOCTHU
PabOTHHKOB.

4. JlokyMeHTalusi CUCTEMbl KauecTBa BEJIETCS YIOJHOMOUYEHHBIMH pPYKOBOIHUTEIEM CyOBEKTa
PO3HUYHOM TOPTOBIU paOOTHUKAMH Ha OYMa)KHBIX U (WJIM) DJICKTPOHHBIX HOCUTENSX W BKIIIOYAET B TOM
qHCIIe:

a) JIOKYMCHT O TOJUTHKE W IIeJIAX JCATCILHOCTH CyOBhEKTa PO3HHYHOM TOPTOBIH, B KOTOPOM
OTIPEMCIISIOTCA CIOCOOBI OOEcIeYeH sl Crpoca IMOKymaTelied Ha TOBaphl aNTEYHOTO ACCOPTUMEHTA,
MHHHUMH3AIAHA PHUCKOB oIaJaHus B TPaXKTaHCKUI 000poT HEJ00pPOKaYECTBCHHBIX,
¢banbcuUIMPOBAHHBIX U KOHTPAa(aKTHBIX JICKAPCTBEHHBIX IPEMapaToB, MEAMLIMHCKUX H3ACTUA U
OHOJIOTMYECKHU aKTUBHBIX JO0OABOK;

0) PYKOBOJACTBO IO KAayeCTBY, OIPEIENAIONICe HAMpaBICHUS DPA3BUTHUSA CYyOBEKTa PO3HUYHOM
TOPrOBJIM, B TOM WYHCJIE€ Ha ONPEACICHHBIM IIEpUON BpPEMEHH, H COJACpXKAIlee CCBhUIKM Ha
3aKOHOJATEIbHBIE U WHBIC HOPMATHBHBIE IIPABOBLIE AKTHI, PETYJHMPYIOIIUE IOPANOK OCYILECTBIICHHUS
(bapMaeBTUUECKON AEATEIBHOCTH;

B) JOKYMEHTHI, ONHCHIBAIOIIME IMOPAIOK IPEIOCTABICHUA CYOBEKTOM PO3HHYHOW TOPTOBIH
(hapManeBTHUECKUX YCIYT (J1ajiee - CTaHIapTHBIC ONIePaIlMOHHBIC MTPOIICAYPHI);

I') TpPUKa3bl U DPACHOPSHKEHUS PYKOBOAWUTENS CYObEKTa PO3HHYHOW TOPrOBIM IO OCHOBHOM
NEeATEIbHOCTH;

) TMYHBIC KAPTOYKU PaOOTHUKOB CyOBEKTa POSHUYHOM TOPTOBIIH;
€) JTUIEH3Us Ha MPaBO OCYIIECTBICHHs (papMalleBTUUECKON eI TeIbHOCTH U IPUIIOKEHUS K HEl;

) JOKYMEHTBI, KaCalolrecsl MPUOCTAaHOBICHUS (BO3OOHOBIICHUS) peal3alliid TOBAPOB allTEYHOTO
aCCOPTHUMEHTa, OT3bIBa (M3BATHUS) W3 OOpallleHusl JIEKAPCTBEHHBIX MPENapaToB, BBISIBICHUS CIIy4aeB
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oOparieHust He3apeTUCTPUPOBAHHBIX METUITUHCKUX H3ICITUH;

3) aKThl MpPOBEPOK CyOBEKTa PO3HUYHOH TOPrOBIM JOJDKHOCTHBIMM JIMIAMH OPIaHOB
roCy/apCTBEHHOIO0 KOHTPOJIS (HaJ30pa), OpraHOB MyHHUIIMIIAIBHOTO KOHTPOJI U BHYTPEHHUX ay/IUTOB;

I/I) JAOKYMCHTHI I10 3(1)(1)6KTI/IBHOMy IJIAaHUPOBAHUIO ACATCIIBHOCTHU, OCYHICCTBJICHUIO IMPOLCCCOB
o0ecrieueHns CUCTEMBI KQueCTBa U YHpaBJICHUA UMH.

5. JlokyMeHTHl 1O 3(p(HEKTUBHOMY IUIAHUPOBAHUIO NESATEIBHOCTH, OCYIIECTBICHUIO IPOLECCOB
oOecrieyeHns] CHUCTEMBl KadecTBa W YIPABICHUS WMH B 3aBHCHUMOCTH OT (PYHKUIUI peann3yeMbIX
CyOBbEKTOM PO3HUYHOM TOPTOBIIH, BKIIOYAIOT:

a) OPraHu3aluOHHYIO CTPYKTYPY;
0) mpaBusia BHYTPEHHETO TPYIOBOTO PACTIOPSIKA;

B) PEECTp 3aperMCTPUPOBAHHBIX LIEH HA JIEKAPCTBEHHBIE IIPENapaThl, BKIIOYEHHBIE B IEPEUYCHb
AKHU3HEHHO HEOOXOAMMBIX M BaXKHEHUIINX JIEKAPCTBEHHBIX;

I) JOJDKHOCTHBIE HMHCTPYKIIMM C OTMETKOH 00 O3HAaKOMJICHHH pPa0OTHUKOB, 3aHUMAOIINX
COOTBETCTBYIOIIUE JOIKHOCTH;

1) ’KypHaJ pEerUCTPAIlIM BBOJHOTO HHCTPYKTaXKa 110 OXpaHe TPYAa;

€) )KypHaJI pEruCcTpallii MHCTPYKTaka Ha pabovyeM MecTe;

) KypHaJ yueTa HHCTPYKTakei 1o MokapHOi 0e301acHOCTH;

3) XKypHaJl PETUCTPAIIMU HHCTPYKTaXKa IO AJIEKTPOOE30MIacCHOCTH;

1) KYPHAaJI pETUCTPAIIIH MTPUKA30B (pacHopsLKEHUi) o CyOBhEKTY pO3HUYHON TOPTOBIIH;

K) JKypHaJ €XeJHEBHOIN perucTpaluy napaMeTpoB TEMIIEpaTypbl U BIAKHOCTH B MOMEIICHUSAX IS
XpaHEHUSs JICKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3EIUNA U OMOJOTHYECKH aKTUBHBIX JOOABOK;

J1) )KypHaJ MEePUOJUYECKON PETUCTPALlMU TeMIIEpaTypPhl BHYTPU XOJIOJUIBHOTO 000y 10BaHUS;

M) JKypHaJl yyeTa onepanui, CBsI3aHHBIX ¢ OOPAIICHUEM JIEKAPCTBEHHBIX CPE/ICTB, BKIIOUYEHHBIX B
MepeyueHb JIEKApPCTBEHHBIX CPEJCTB, MOIEKAIINUX MPEIMETHO-KOJINYECTBEHHOMY YUETy (TMpU HAJTUYHH);

H) OKypHal yd4eTa NPOBEPOK HOPUAMYECKOrO JHIA, HWHIAUBUIYAIbHOIO MpPEANPUHUMATES,
MIPOBOAMMBIX OpraHaMH roCyJapCTBEHHOTO KOHTPOJS (Haa30pa), OpraHaMyd MYHUIIUIMAIBHOTO KOHTPOJIS
(npu HaNMU4UM);

0) JKypHaJl MO OOECHEeUEHHUIO JIEKApCTBEHHBIMH IIpernapaTamMH, BXOISIIMMH B MUHUMAJIbHBII
aCCOPTUMEHT JICKApCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JJIs1 OKa3aHUs MEAULIMHCKON oMoIIH (Janee -
MUHUMAaJbHBIN aCCOPTUMEHT), HO OTCYTCTBYIOLIUMHU Ha MOMEHT OOpaIeHusl MOKyIaTes;

1) )KypHaJ y4eTa HEIPABUJIBHO BBIITMCAHHBIX PELENTOB;
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P) KypHaJ y4era JIEKapCTBEHHBIX MTPETapaToB ¢ OTPAHUICHHBIM CPOKOM TOJHOCTH;
C) XXypHai yuera AeQeKTyphbl;
T) 1aO0paTOpHO-(aCOBOYHBIN Ky pHAT;

y) OKypHaJ perucTpal oOIlepauui, CBS3aHHBIX C O00O0pPOTOM HAapKOTHYECKHX CPEJCTB,
MICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB (MPU HATUUHH);

&) *KypHa perucTpanu pe3yabTaToB IPUEMOYHOTO KOHTPOJIS;
X) )KypHaJl y4yeTa IOCTYIUIEHHUS ¥ pacxo/ia BaKUUH (MPU HATUYHH);

I1) ’KypHaJl y4eTa pelenToB, HAXOAUBIIUXCS (HAXOIALINXCS) Ha OTCPOYCHHOM 00CTY>KMBaHUU (TIPH
HaJINYUHN );

4) XypHai1 HHGOPMAITMOHHONW PaOdOThl ¢ MEIUIIMHCKUMHU OPTaHU3AIUsIMU O TIOpSJIKE oOecreueHus
OTACIIBbHBIX KaTel“OpI/Iﬁ TpaXXJaH JICKApCTBCHHBIMU MperiapaTaMu W MCAUIMHCKUMH U3CITIUSIMU
OecrutaTHO, POJIaKe JICKAPCTBCHHBIX MPENapaToB U METUIIMHCKUX U3JIEITUNA CO CKUIKOH.

PykoBogurens cyObeKTa PO3HMYHOM TOPrOBIM BIpPaBE YTBEPIUTHh Jpyrue BUAbl U (HOpMEI
YKYPHAJIOB.

6. PykoBoauTtenem cyObeKkTa pO3HUYHON TOPTOBIIM HA3HAYAIOTCS JIMIA, OTBETCTBEHHBIC 32 BEICHUE
U XpaHEHUE JOKYMEHTOB, IEPEUNCICHHBIX B yHKTax 4 u 5 HacTosawmux [IpaBui, obecnieuenue A0CTyma K
HUM U B clTydae HEOOXOJUMOCTH UX BOCCTAHOBIICHHE.

Cpok XpaHeHMs] JaHHBIX JIOKyMEHTOB OIPEAENsAETCS B COOTBETCTBUM C TpeOOBaHHUSIMU
3akoHoAaTenscTBa Poccuiickoit denepanmu 06 apXUBHOM JIeTiE.

1. PykoBoauTens cyObeKTa pOSHUYHOM TOPTOBIH

7. PykoBonuTens CyObeKTa pO3HUYHONW TOPTOBIIN 00ECIICYMBACT:

a) JOBEJCHUE JO CBeNeHUs paOOTHUKOB HacTosmux [IpaBuim m ux coOmrofeHue, TOBEICHUE 10
CBeZIcHHUsI PaOOTHUKOB WX TpaB M OOS3aHHOCTEH, ONpEeAeNeHHBIX IOHKHOCTHBIMU HMHCTPYKIIHSIMH,
po¢eCCHOHABHBIMU CTaHIAPTaAMU;

0) ompezneneHUE MOJUTHKH M IIeNeil JeATeNbHOCTH, HANpaBICHHBIX Ha YJOBJIETBOPEHUE CIpPOCa
MOKyTIaTeNIeil B TOBapax anTeyHOro acCOPTHMMEHTa, MHHUMH3ALUIO PUCKOB TONAJaHNs B TPaXIaHCKUN
000pOT HEAOOPOKAUECTBEHHBIX, (hanbCU(UIIMPOBAHHBIX U KOHTPAa()aKTHBIX JEKApCTBEHHBIX MPENaparos,
MEJIMIIMHCKUX M3ACIMA U OMOJIOTHYECKH aKTHBHBIX J00aBOK, a Takke 3(P(HEeKTUBHOE B3aMMOJICHCTBHE
MEIULMHCKOTO pabOTHHUKA, (papManeBTHYeCKOro paboTHUKA U TIOKYTIaTels;

B) CHIDKCHHE NPOM3BOJACTBEHHBIX TMOTEPh, ONTHMHU3AIMIO JEATEIBHOCTH, YBEIHYCHHUE
TOBapo0OOPOTA, OBBIICHHE YPOBHS 3HAHUH U KBaTHUPUKAIUU HapMaleBTHUECKUX PAOOTHUKOB;

I) NPOBEICHUE aHalu3a COONIIOJEHHs TOJUTHUKU M IeJel IeATeNbHOCTH, AaKTOB BHYTPEHHUX
ayJUTOB W BHEIIHUX TPOBEPOK C IEJIbI0 COBEPLICHCTBOBAHUS IPENOCTABISIEMbIX (DapMaleBTHUYEeCKUX
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yeayr,

) HEOOXOAWMBIMH pecypcaMu A (YHKIMOHMPOBAHHUS BCEX IMPOLIECCOB PabOThl CyObEeKTa
PO3HMYHON  TOProBIM C  IL€JbI0  COOJIOACHMS]  JIMIEH3UOHHBIX  TpeOOBAaHMN, CaHUTAPHO-
AMUAEMHOJIOTMYECKUX TPEOOBAHUMN, TIPABHIII OXPAHBI TPYAa U TEXHUKHU 0€30MacHOCTH, MPOTUBOMOKAPHBIX
MpaBUJI M MHBIX TPeOOBaHUI, yCTAHOBJIICHHBIX 3aKOHOAATENILCTBOM Poccuiickoit denepanuu;

€) pa3pabOTKy MEpONPHUSATHIA, HANPABICHHBIX HAa CTHMYJMPOBAHHEC M MOTHBAILUIO JESTCIHLHOCTH
PabOTHHKOB;

) YTBEp)KJICHHE CTaHJapTHBIX ONEPallMOHHbBIX IPOLETYP;

3) YCTaHOBJICHHME BHYTPEHHEro Tmopsaka oOMeHa wuHpopMmanuel, BriIo4yas HHPpOpMAIuIo,
OTHOCAIIYIOCS K (DYHKIIHOHHPOBAHUIO CHUCTEMBI KayeCTBa, B TOM YHCIIE MOCPEICTBOM HCIIOIB30BaHUS
MUChMEHHONW (OpPMBI (JIMCT O3HAKOMIICHHS), CTEHAOB MJisi OOBSBICHHA B OOIIEIOCTYIHBIX MECTax,
NpoBe/IeHue NHPOPMAIIMOHHBIX COBEUIAHUN C OTPEICICHHON MePHOAMIHOCTHIO, JJIEKTPOHHON PAaCCHIIKU
uH(OpPMAaIIUU Ha aAPEC IEKTPOHHONU MOYTHI;

M) Hanuuue WH()OPMAIMOHHBIX CHCTEM, MO3BOJIIOMINX OCYIIECTBIATH OIEPAalUy, CBSI3aHHBIEC C
TOBApOJBM)KCHUEM W BbISBICHUEM (albCU(UIIMPOBAHHBIX, KOHTPA(PAKTHBIX U HEJOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX MPETapaToB.

8. PykoBomuTens CyOBeKTa pPO3HMYHOW TOPTOBIM B MEsIX OecriepeOOWHOT0 olecredeHus
MOKyTaTele ToBapaM# alTeuyHOTO aCCOPTUMEHTA OPTaHU3YET:

a) o0ecrieueHne CUCTEMBI 3aKyTOK, MPEAOTBPAIIAONICH pacrpocTpaHeHne GalbCUPUIMPOBAHHBIX,
HeJI0OpOKaueCTBEHHBIX, KOHTPAa(aKTHBHIX TOBAPOB ANTEYHOTO ACCOPTHMEHTA;

0) ocHallleHHe OMEIICHUH 000pyAoBaHHEM, 00ECIICUNBAIOLINM Ha/AJIeKallee oOpalleHue TOBapoB
anTevyHOTr0 aCCOPTUMEHTA, BKIII0UAs UX XpaHEHHE, YUET, PEaTH3alliio U OTITyCK;

B) JOCTYN K HMH()OpPMALUU O TMOPSAIAKE NPUMEHEHHUS WM HCIOJb30BAHUS TOBApOB AaINTEUYHOTO
acCOPTUMEHTa, B TOM 4YHCIE O IpaBWiIaxX OTIyCKa, CIOCO0AaxX Ipuema, pexumax [J03MpOBAHUS,
TEpaneBTUUECKOM JEHCTBUM, MPOTHUBONOKA3aHMSX, B3aUMOJEHCTBUM JIEKAPCTBEHHBIX NpENapaTtoB NpU
OJTHOBPEMEHHOM IIpHEMe MEXIy COOOH U (MJIM) ¢ MUIIEH, MPaBUIaxX UX XPaHEHUs B JOMAIIHUX YCIOBHUAX
(manee - (hapmareBTHUECKOE KOHCYIHTUPOBAHUE);

r) “”HQOPMUPOBAHUE TIOKYTIaTeIe O HAJTMYMU TOBApOB, B TOM YUCJIE O JIEKAPCTBEHHBIX Mpernaparax
HIKHETO 1IEHOBOT'O CErMEHTA.

9. PykoBogureneM CyOBEKTa pPO3HHYHONW TOPTOBIM [0 CBEICHHS pPAOOTHHKOB JOBOAMTCS
uHpOpMaLHs:

a) 00 M3MEHEHHUsX 3aKOHOoAaTeNbcTBa Poccuiickoit deaepanuu, peryIupyroIiero NpaBoOTHOIIECHHUS,
BO3HHUKAIOMIUC IMMPU 06paH_[eHI/II/I TOBAPOB AlITCUYHOI'O ACCOPTUMCHTA, B TOM YUCJIC 06 HU3MCHCHUAX ITPABUJIT
OTITyCKa JIEKApPCTBEHHBIX MPENapaTos;

0) 0 pe3yJbTaTax NpPOBEICHHBIX BHYTPEHHUX M BHEIIHUX MTPOBEPOK;
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B) O HEOOXOAMMBIX MPEAYNPEKIAIONINX W KOPPEKTUPYIOMIMUX JAEHCTBUSX IO YCTPAHEHHUIO
(HeOoIMyIIEHHUIO) HapyILIEHUH JTMLEH3UOHHBIX TPeOOBaHUI;

T') 0 pe3yJIbTaTax PaCCMOTPEHUS Kano0 U MPeIoKEeHHH TTOKyaTeNeH.

10. PykoBoauTesneM cyObeKTa PO3HUYHOH TOPrOBIM C YYETOM TpeOOBaHUI TpPyJAOBOTO
3aKOHOAATCJIbCTBA M HHBIX HOPMATHBHBLIX IIPABOBLIX AKTOB, COJACPIKAIIMX HOPMBI TPyAOBOI'O IIpaBa,
HA3HAYACTCsl JIMIO, OTBETCTBEHHOE 3a BHEIPCHHE M OOECIEYeHHWE CHCTEMbI KadecTBa (nmajnee -
OTBETCTBEHHOE JIUIIO).

11. PykoBoautenb cyObeKkTa pO3ZHUYHOM TOPrOBJIM aHAIU3UPYET CUCTEMY KauecTBa B COOTBETCTBUU
C YTBEPXKJICHHBIM MM TUIaHOM-TPapUKOM.

AHanu3 BKIIOYaeT B ce0sl OLIEHKY BO3MOXKHOCTU YJIy4IIEHMH M HEO0OXOAMMOCTH HM3MEHEHUH B
OpraHu3alMy CUCTEMBI KaueCTBa, B TOM YHUCIE B IOJUTUKE U LEIAX ACATEIBHOCTH, U OCYLIECTBISAETCS
IIOCPEJICTBOM PACCMOTPEHUSI PE3yJIbTaTOB BHYTPEHHUX ayJIUTOB (TPOBEPOK), KHUTH OT3BIBOB U
NPE/UIOKEHUH, aHKeT, YCTHBIX TOXKETaHWd mokymnaTtenel (oOpaTHast CBs3b C IOKYIATeNeM),
COBPEMEHHBIX JIOCTHKEHUHN HayKU U TEXHUKHU, CTaTbel, 0030pOB U UHBIX JAHHBIX.

[lo uroram aHanmM3a CHUCTEMbI KauecTBa PYKOBOAUTENb CyObEKTa PO3HUYHOM TOPTOBIM MOMKET
MPUHATH PEIICHHE O HEOOXOAUMOCTH W (WJIHM) IeJIeCOO0Pa3HOCTH TOBBIIICHUS PE3yJIbTATHBHOCTH
CUCTCMbBI KaueCTBa MU €€ IPOLCCCOB, YIYUYIICHHA KauCCTBAa OKa3aHHUA q)apMaI_IeBTI/I‘-ICCKI/IX yCIyrT, 06
W3MEHEHUSAX OTPEOHOCTH B pecypcax (MaTepHaAIbHBIX, (PMHAHCOBBIX, TPYIOBBIX M HHBIX ), HEOOXOIUMBIX
BJIOKCHUAX JIA  YJIYUIICHUA 06CHy)KI/IBaHI/I$I HOKYHaTe.HeI\/JI, CUCTEMBI MOTHBaALlUU paGOTHI/IKOB,
JOTIOJTHUTEIHLHOM MOJATOTOBKE (MHCTPYKTa)Ke) paOOTHUKOB U MHBIE PEIICHHUS.

IV. Ilepconan

12. Inst coOmroeHusl yCTaHOBJICHHBIX HacTosumMu [IpaBunamu TpeOoBaHMil CyOBEKT pO3ZHUYHOMN
TOPTOBJIM C YYETOM 00BbeMa OKa3bIBAEMbIX UM (DapMaleBTUUECKUX YCIYT JOJKEH UMETh HEOOXOAUMBIN
MepcoHal.

PykoBomutenr cyObekTa PpO3HUYHONH TOPTOBIM YTBEPXKIAeT INTATHOE pacHHCaHHe, KOTOPOe
COJICPKUT MEpEUYEHb CTPYKTYPHBIX MOJpa3JeJICHUN, HANMEHOBAHUS JOHKHOCTEH, CHEUUaIbHOCTEM,
npodeccuii ¢ ykazaHueM KBaTH(PUKAIUU, CBEJCHHS O KOJMYECTBE INTATHBIX €IUHUI] U (POHIE OILIATHI

Tpyna.

Kaxnprii paGOTHUK JODKEH OBITh O3HAKOMIJIGH TIOJ TMOAMHCH CO CBOMMH TIpaBaMH |
00513aHHOCTSIMH, COAEPKAILMMUCS B JOHKHOCTHBIX HHCTPYKIMSIX, MPOPECCHOHATIBHBIX CTaHAapTaX.

13. PaGoTHUKY, BHITOIHSIONIHMA pad0Ty, OKa3bIBAIOIYIO BIUSHUE HA KAY€CTBO MPOAYKIIHH, TOJIKECH
MMETh HEOOXOAMMYIO KBATM(DHUKAIIUIO U OMBIT PaOOTHI ISl COOMIOACHUST TpeOOBaHUM, YCTAaHOBIICHHBIX
Hacrosmmmu [IpaBunamu.

14. JIns BHOBb HAHITBHIX PAOOTHHKOB B COOTBETCTBUU C JIOKATBHBIMH aKTaMHU CYOBEKTa PO3ZHUYHOMN
TOPTOBJIM BHEAPSETCA MpOrpaMMa aJanTalyd U PeryJsipHO MPOBEPSIOTCS KBaTU(UKAIMS, 3HAHUS, OIBIT
TaKuX paOOTHHUKOB.
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[IporpamMma agantamnuy BKIIFOYAET B TOM YHCIIC:

a) BBOJIHBIM MHCTPYKTAX MPH MPHEMe Ha padoTy;

0) MoATOTOBKY (MHCTPYKTAX) Ha pabodeM MecTe (MIepBUYHBIN M IIOBTOPHBIH);
B) aKTyaJIN3allUI0 3HAHHIA:

3akoHoJaTenbcTBa Poccuiickoit @enepannu B cepe oOpaliieHnn JEKapCTBEHHBIX CPEACTB U OXpaHe
3JI0POBbs I'PaXKJIaH, 3alIUTe MPaB MOTpeOUTENEH;

ImpaBuJI JIMYHOM TUT'UCHBI,

IO TOpPSAKY OKa3aHus (QapMaleBTUYeCKUX YCIyr, B TOM 4Hcie (hapMaleBTHUECKOro
KOHCYJIbTUPOBAHUS ¥ IPUMEHEHHUSI MEIUIIUHCKUX M3AETHH B JOMAIIHUX yCIOBHSAX;

T') pa3BUTHE KOMMYHHKATUBHBIX HABBIKOB M NIPEJOTBPAICHHE KOH(IUKTOB;
1) MTHCTPYKTaX TI0 TEXHUKE 0€30MaCHOCTH M OXpaHe TPpy/a.

15. K ocHOBHBIM QyHKIUSAM (papMarieBTHIECKUX PAOOTHUKOB OTHOCSITCSI:
a) MpoJiaXka TOBAPOB alTEYHOTO aCCOPTHUMEHTA HAJICKAIIETO KaueCTBa;

0) mpenocTaBlIeHHE JOCTOBEPHOW HWH(OpManuu O TOBapax amTEeYHOrO aCCOPTHUMEHTa, WX
CTOUMOCTH, (hapMaIrleBTHUECKOe KOHCYIbTHPOBAHHE;

B) HMH(QOPMHUpPOBAHHUE O pAIUMOHAIHLHOM MPUMEHEHHUU JIEKAPCTBEHHBIX MpEnapaTtoB B LEJAX
OTBETCTBEHHOT'O CAMOJICUCHHS;

I) M3rOTOBJICHHWE JICKAPCTBEHHBIX IpENapaTroB IO pELeNnTaM Ha JIEKapCTBEHHBIN MpemapaT u
TpeOOBaHUSM-HAKIAIHBIM METUITUHCKUX OPTraHu3allni;

1) opopMiIeHHE YUETHON JOKYMECHTAIINH;
) cobnoieHue mpodeCcCHOHATBHON YTHKHU.

16. TpeGoBanus Kk KBaTU(UKAIIMN U CTAXKY paOOThl PYKOBOJIUTENS CyOBEKTa PO3HUYHON TOPTOBIHU
u ero (QapmaneBTHYECKUX  pAaOOTHUKOB  ycTaHOBIEHBI [lomokeHHMEM O  JTUICH3MPOBAHUU
(hapManeBTHUECKON IeATeTbHOCTH <1>.

<1> Ilocranosnenue IIpaButenbctBa Poccuiickoii deneparuu ot 22 nexadps 2011 r. N 1081 "O
JMIeH3UpoBaHuM (hapmaneBTHueckoi aearenbHocT" (CoOpanue 3akononatensctea 2012, N 1, cT. 126;
2012, N 37, ct. 5002; 2013, N 16, ct. 1970; 2016, N 40, ct. 5738).

17. PykoBoauTeNlb CyObEKTa POSHHYHON TOPTOBJIM 00ECTICUUBACT MPOBEJCHUE TI0 YTBEPKICHHOMY
UM IJIaHy-TpaduKy TEpBHYHOW M TMOCIEIYyIOmEH MOArOTOBKH (MHCTPYyKTaka) paOOTHUKOB II0
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CJICOYIOIIUM BOIIPpOCaM:
a) IpaBHJjia OTITYyCKa JICKAPCTBCHHLIX MPEHIapaTOB AJIs1I MCAUIIHUHCKOT'O IPUMCHCHU

0) mpaBWIa OTIyCKa HAPKOTHYECKUX CPEJICTB M MCUXOTPOMHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4yeCTBE JIEKAPCTBEHHBIX IIPENAaparoB, JIEKAPCTBEHHBIX IPENApaToB, COAEPKALIUX HAPKOTUYECKUE
CpPEACTBA U MICUXOTPOITHBIE BEIIECTBA;

B) ImpaBujia OTIIYCKA JICKAPCTBCHHBIX IIPCIIApaTOB, HNOAJICIKAIIUX MTPCAMETHO-KOJINYCCTBCHHOMY
YU€Ty, npaBujia BCACHUA KypHajla Y4d€Ta JICKAPCTBCHHBLIX MpCHIapaTroB, MOMICKAINIHUX MTPCIMETHO-
KOJIMYCCTBCHHOMY YUCTY,

I') IpaBHJjIa OTIyCKa JEKAPCTBEHHBIX MPENapaToB, COAEPKAIIUX MaJIble KOJTHUECTBA HAPKOTUUECKUX
CPEACTB;

1) IOPSIIOK XPaHEHUsI PELIETITOB;
) coOmroieHre TpeOOBaHM 0 HATMYMH MUHUMAIBHOTO aCCOPTUMEHTA;

K) coOmofieHne TpeOOBaHMN HaJUIeKAIeH NPAaKTUKA XPAaHEHUS U TMEPEBO3KH JIEKAPCTBEHHBIX
[IPEnaparos.;

3) IPUMEHEHHE YCTaHOBJCHHBIX MPEAETbHBIX PAa3MEPOB PO3HUYHBIX HAN0aBOK K (PAKTUUECKHM
OTITyCKHBIM LIEHaM IIPOU3BOJUTENIECH HA JICKAPCTBEHHBIE IIPENIAapaThl, BKIIOYCHHBIE B IEPEUYCHD KU3HEHHO
HEOOXO/JMMBIX U BaXHEUIIMX JIEKAPCTBEHHBIX IPENaparoB, MOPSIOK (OPMUPOBAHMS ILIEH HA TaKue
JIEKapCTBEHHBIE NIpEnapaTsl;

u) coOmronenue TpeOoBaHUN paboOThl ¢  (QaTbCUPUIMPOBAHHBIMU HEI0OPOKAYECTBEHHBIMH,
KOHTpa(haKTHBIMH TOBapaMH alITEYHOTO aCCOPTHMEHTA;

K) COONIOZCHHWE OrpaHMYCHM, HajaraeMbpIX Ha (apManeBTUUYECKUX pPAOOTHUKOB IPH
OCYIIECTBICHIH MU TIPO()ECCHOHATBHON IEATEIBHOCTH;

J) COBEPLICHCTBOBAHWE 3HAHUM O JIEKAPCTBEHHBIX IpenapaTax, B TOM UYHUCIIE BOCHPOM3BEICHHBIX
JIEKapCTBEHHBIX IMpernaparax, B3aMMO3aMEHSEMbIX JIEKaPCTBEHHBIX IMperaparax, YMEHUE IPeaCTaBIsuTh
CPaBHUTEIbHYI0 MH(POPMALIMIO IO JIEKAPCTBEHHBIM IIperaparaM U IIeHaM, B TOM YHCIIE JIEKapCTBEHHBIM
IpernapaTaM HIKHErO IEHOBOIO CErMEHTa, O HOBBIX JIEKAPCTBEHHBIX Ipenaparax, JEeKapCTBEHHbBIX
(bopmax JIeKapCTBEHHBIX MPEMapaToB, MOKa3aHUIX K IPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB;

M) MeTOAbl 00pabOTKM [aHHBIX, MOJYYEHHBIX OT IOKyHaTeled MO BOMpPOCcaM TNPUMEHEHHS
JIEKapCTBEHHBIX MPEMapaToB, BBISIBICHHBIM B IMPOIIECCE PUMEHEHUSs, TOOOYHBIM IEHCTBHUSAM, JOBEICHUE
3TON MH(GOPMaLIUKU 10 3aMHTEPECOBAHHBIX JIUIL;

H) co0ItoIeHue TpeOOBaHUM IO OXpaHE TPy a.
V. Uudpactpykrypa

18. PykoBoauTens cyOBbEKTa PO3HUYHON TOProOBIM OOECIEYMBAECT U IMOAJCPKHBAECT B padboueM
COCTOSIHUM  HWH(QPACTPYKTYpy, HEOOXOAMMYIO JJsl BBIIOJHEHUWS JIMICH3HOHHBIX TpeOOBaHUM,
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MIPEIBSBISIEMBIX K OCYIIECTBICHHUIO (hapMalleBTHUECKON AEATEIBHOCTH, KOTOpPAsk B TOM YHCIIE BKIIIOYACT:
a) 37aHus, pabovee IMPOCTPAHCTBO U CBA3aHHBIE C HUM CPEJCTBA TPYAA;
0) o0opyaoBaHKE I IPOLECCOB (TEXHUUYECKHUE U POTPaMMHbBIE CPEJICTBA);
B) CIIy>kObI 0OecrieueHus (TPaHCIIOPT, CBSA3b U MH(OPMAIIMOHHBIE CUCTEMBI).

19. Tlomemenust 1 000py0BaHUE HEOOXOUMO pacCIoiaraTh, OCHAIATh M AKCIUTYaTUPOBATh TAKUM
00pa3oM, YTOOBI OHH COOTBETCTBOBAIM BBIMOJHSIEMbIM (QYHKIUSAM. VX TUIaHUPOBOYHOE pEUICHHUE W
KOHCTPYKUOHA HOJDKHBI CBOJAWUTHL K MHHHMH3AallUM PUCK ommOOK M O0O0ecreunBaTh BO3MOXKHOCTH
3P PEKTUBHON OYMCTKHA U OOCITY)KUBAHHS B IENIAX UCKIIOUYCHUS HAKOIUICHUS MBUIM WM TPSI3U M JTFOOBIX
(hakToOpoB, CHOCOOHBIX OKa3aTh HEOJArOMpHUSTHOE BO3JEHCTBHE HA KAvyeCTBO TOBApPOB AamNTEYHOTO
aCCOpPTUMEHTA.

20. Bce momenieHuss cyObeKTa PO3HUYHOM TOPrOBIM JOJDKHBI OBITH PACHOJIOKEHBI B 3IaHUH
(cTpoennn) U (PyHKIIMOHAIBHO OOBEAMHEHBI, U30JUPOBAHBI OT JPYTHX OPraHU3alui U O0eCreYrBaTh
OTCYTCTBHE HECAaHKLIMOHWPOBAHHOTO MOCTYyNa IMOCTOPOHHUX JIMI[ B momemieHus. Jlomyckaercss BXO[
(BBIXOMT) Ha TEPPUTOPHUIO CYOBEKTa POZHUIHOM TOPTOBIIM Yepe3 MOMEIIECHHIE JPYTOoi OpraHnu3aIliuy.

21. CyObeKTy pO3HHMYHOW TOPTOBJIM HEOOXOIUMO MPETyCMOTPETh BO3MOKHOCTH OOYCTpOMCTBa
OecpenaTCTBEHHOTO BXO/a W BBIXOAA JUISA JIMIl C OTPAaHUYECHHBIMHA BO3MOKHOCTSIMH B COOTBETCTBHH C
TpeOOBaHUSAMH 3aKOHO/IATENILCTBA O 3aIIUTE WHBAINUIOB.

B cnywae, ecnu KOHCTpYKTHBHas OCOOCHHOCTHh 3[aHHs HE IO3BOJSET OOYCTPOMCTBO BXOAa H
BBIXOJIa JUIA JIMI[ C OrPAaHUYEHHBIMH BO3MOXKHOCTSIMH 3]I0POBbS, CYOBEKTYy PO3HHYHOM TOPrOBIU
HEOOXOIMMO OPraHU30BaTh BO3MOXKHOCTH BBI30Ba (DapMaIrleBTHYECKOTO paOOTHUKA ISl OOCITYKUBaHUS
YKa3aHHBIX JIWII.

22. CyOBeKT pO3HUYHOM TOPTOBJIH JOKEH UMETh BBIBECKY C YKa3aHUEM:

a) BUJA alTeYHOM OpraHu3aldyd HA PyCCKOM M HAallMOHAJIBHOM sA3bIKax: "Amnrteka" uiau "ANTeuHbIi
NyHKT" Wi "ANTEeYHBIN KHOCK";

0) monHOro M (B ciy4ae, €ClIM UMEeTCs1) COKPAIlleHHOT0 HAMMEHOBAHUs, B TOM YHUCIe (PUPMEHHOTO
HalMEHOBAaHMS, M OPraHU3aLMOHHO-IIPABOBOM (hOPMBI CyOBEKTa POZHUYHOM TOPrOBIIH;

B) peXuMa paboThl.

CyObeKT pO3HMYHOIN TOProBIIM, OCYIIECTBISIONIMN TOPTOBIIO TOBApaMH allTe€YHOTO acCOPTUMEHTA
B HOYHOE BpeMs, JTIOJKEH UMETh OCBEIICHHYIO BEIBECKY ¢ HH(OpMatuei o paboTe B HOUHOE BpeMsl.

[Tpu pa3menieHuu cyObeKTa pO3HUYHOM TOPTOBIM BHYTPH 3/1aHUS BHIBECKA JI0JDKHA HAXOAUTHCS Ha
HApy’>KHOM CTEHE 3JaHUs, €CIU 3TO HEBO3MOXKHO, JIOIYyCKAeTCs YCTaHOBKA yKasarelqs, TpeOOBaHUS K
KOTOPOMY aHAJIOTMYHBI TPEOOBAHUSIM K BBIBECKE.

23. TlomemeHus JOKHBI COOTBETCTBOBATh CAHUTAPHO-TUTUEHMYECKUM HOpPMaM M TPeOOBAHUSAM H
obecrneunBaTh BO3MOXHOCTb OCYLIECTBJIECHUS OCHOBHBIX (YHKIMH CyOBEKTa PO3HHYHOM TOPIOBIU C
coOuroieHreM TpeOOBaHMA, YTBEPKACHHBIX HacToAuMMHU [IpaBunamu.

www.consultant.ru Crpannna 11 u3 20
HaJeKHadA NMpaBoOBas NMOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

IMpuxa3z Munsapasa Poccun ot 31.08.2016 N 6471
"O0 yrBeprkaeHun [IpaBuit HajIeKalIeH anTeuHOH MPAaKTUKHU JIEKaPCTBEHHbBIX
mpemnaparo...

Joxkyment npenoctasieHn Koncynsrantlnoc
Jata coxpanenus: 21.07.2020

24. Ilnomanas MOMENICHWH, HWCHOJB3YEMBIX CyOBEKTOM PpO3HHYHOW TOPTOBJIH, JOJDKHA OBITH
paszienieHa Ha 30Hbl, IpeHa3HaYeHHbIE JJIs1 BBIITOJHEHUS CIEAYIOMMX (GYHKINT:

a) TOPrOBJIM TOBapaMH AalTEYHOTO AaCCOPTHUMEHTA ¢ OOCCIeYCHHEeM MECT XpaHEHUs, He
JIOITY CKAIOIUM CBOOOIHOTO IOCTYIIA OKYIaTelei K ToBapaM, OTIyCKaeMbIM, B TOM YHUCIIE MO PELENTY;

0) mpUeMKH TOBAapOB ANTEYHOTO ACCOPTUMEHTA, 30Ha KAapaHTHMHHOIO XpPAaHEHHUS, B TOM YHCIE
OTIEIIBHO JJIs JICKapCTBEHHBIX MPENAapaToB;

B) pa3/ieJIbHOIO XpaHEHUs OJIeXK/1bl pAOOTHUKOB.

B ClIy4dac, cClin CY6I>6KT pO3HHQHOﬁ TOProBJIM PacCIIOJOXKCH B 3JdHUHW BMCCTC C APYI'MMHU
oprann3anusiMiu, JOIYCKACTCA COBMCCTHOC UCIIOJIb30BAHHUC CaHYy3JIa.

25. Hanmnume uHBIX 30H U (WJIK) TTIOMEIICHUH B COCTaBE MOMEIIEHUH CyObeKTa POSHUYHON TOPTOBIU
OIPCACIIACTCS PYKOBOAUTCIICM Cy6’beKTa pOSHH‘IHOfI TOProBJIK B 3aBUCUMOCTH OT OG’bGMa BBITIOJTHACMBIX
paboT, OKa3bIBAEMBIX YCIYT.

26. Ilomemennst cyObeKTa POSHHYHOW TOPTOBIU JOJDKHBI OBITH OCHAIEHBI CUCTEMAMH OTOIUICHHUS
U KOHIUIIMOHUPOBaHMs (MIPU HAIMYWHU), €CTECTBEHHOW WM MPHUTOYHO-BBITSDKHONW BEHTWISAIMEH (TIpH
HaJII/I‘-II/II/I), OGCCHG‘-II/IBaIOH_II/IMI/I yCJIOBI/IH pr;[a B COOTBCTCTBHUU C pr,[IOBBIM 3aKOHOIATCJIIbCTBOM
Poccuiickoit denepanun, a Takke COONMOACHUE TPEOOBAHWM HAJICKAIIEH NPAKTHKA XpaHEHUS H
MEePEBO3KH JICKAPCTBEHHBIX MIPENapaToB.

27. Marepuanbl, UCHOJIb3yeMble TPH OTACIKE W (WJIM) PEMOHTE IOMENIEHUH (30H), TOJDKHBI
COOTBETCTBOBATH TpGGOBaHI/IHM no>1<apH0171 6830HaCHOCTI/I, YCTAaHOBJICHHBIM  3dKOHOAATCJIILCTBOM
Poccuiickoit deneparun.

[Tomemienus cyObEKTa POZHUYHOIN TOPTOBIM JOJDKHBI OBITH CIPOEKTUPOBAHBI M OCHAILICHBI TAKHM
o0pa3oMm, 4TOOBI OOecrne4yuBaTh 3alUTy OT INPOHUKHOBEHUS HACEKOMBIX, I'PBI3YHOB WM JPYIHX
KUBOTHBIX.

B nomenienusx cyObeKTa PO3HUYHOW TOPTOBIM, MPEAHA3HAUYEHHBIX [UISI H3TOTOBJICHUS
JIEKapCTBEHHBIX MPENapaToB, MOBEPXHOCTH CTEH W MOTOJIKOB JIOJDKHBI OBITh TJIAJKUMU, 0€3 HApyIICHUS
L[EJIOCTHOCTHU MOKPBITUS (BOAOCTOMKHE KPACKU, SMaIH WX KadeabHbIe IN1a3ypOBAHHbBIE TUIUTKH CBETIIBIX
TOHOB), OTIENBIBATHCS MaTepHalaMH, JONMYCKAIOMIMMH BIXHYH YOOpKYy C TpUMEHEHHEM
Ne3uH(GUIMPYIOUX CPeACTB (HEerjaazypoBaHHAs KepamMHueckas IUIMTKa, JMHOJIEYM C 00s3aTelbHOU
CBapKOM IIBOB WJIM IPYTHUE MATEPUATIBI).

MecTta mpUMBIKaHHMS CTE€H K TMOTOJKY M IOy HE TOJKHBI MMETh YIIyOJeHHi, BBICTYIIOB H
KapHU30B.

28. TlomemieHuss cyOBEKTa pPO3HUYHOM TOPTrOBIM MOTYT HMETh KaK €CTECTBEHHOE, TaK |
UCKyCcCTBEHHOE ocBerienne. O0Imee HCKYCCTBEHHOE OCBEIEHHE JOJDKHO OBITh MPEAyCMOTPEHO BO BCEX
MOMEILEHUAX, JUIsl OTACNBHBIX pPAa0OYMX MECT MpH HEOOXOAMMOCTH MpEeayCMaTpUBAaeTCS MECTHOE
HCKYCCTBEHHOE OCBEILICHUE.

29. CyOBeKT pO3HMYHOW TOPrOBIM JOJDKEH pacmojiaraTh O0O0OpYJIOBaHMEM | HWHBEHTapeM,
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00ECTIeYNBAIOIIMMHI COXpAaHEHHE KadecTBa, S(P(EKTUBHOCTH M OE30MacCHOCTH TOBApPOB AaNTEYHOTO
aCCOpPTHMEHTA.

30. IlomemieHuss nns XpaHEHUs JIEKAPCTBEHHBIX IMPENapaToB JOJKHBI OBbITh OCHAIIEHBI
000pyJJOBaHUEM, TO3BOJISIIOIIMM OOECHEeUnTh HX XpaHEHHE C Y4eToM TpeOOBaHMM Hajexalen
IIPAKTUKHU XPAHEHHUs U NIEPEBO3KH JICKAPCTBEHHBIX IIPENIapaToB.

[Tomemienusi, a Takke 0OOpyAOBaHHE, MCIOJIB3YEeMOE CYOBEKTOM PO3HHUYHOW TOProBIU IPH
OCYIIECTBJICHUU AESITENbHOCTH, TOJKHBI OTBEYaTh CAHUTAPHBIM TPEOOBAHUAM MOXKAPHOI O€30MaCHOCTH,
a TaKk)Ke TeXHHUKe Oe30MIaCHOCTH B COOTBETCTBUU € 3aKOHOJaTeIbcTBOM Poccuiickoit deneparyu.

31. YcranoBka 000pyAOBaHMs JOJKHA MPOU3BOAMTHCS HA paccTosHUU He MeHee 0,5 MEeTpoB OT
CTEH WJIM JApPYroro o0OpyJOBaHUs, 4YTOObl MMETh JOCTYN JJs OYUCTKH, AE3MH(EKLUU, PEMOHTA,
TEXHUYECKOTO OOCIYKUBaHMS, TIOBEPKH U (MIM) KaTMOPOBKUM 00OpyIOBaHUs, oOecrieuynuBaTh JOCTYI K
TOBapaM anTe4yHOro aCCOPTUMEHTA, CBOOOHBIN MPOX0J] paOOTHUKOB.

O6opyoBaHHe HE JOHKHO 3arOpayKMBaTh €CTECTBEHHBIM WM MCKYCCTBEHHBIM MCTOYHHK CBETA H
3arpoMOKIaTh TTPOXOIbI.

32. JlocTyn B OMEIIEHNUS (30HbI) TOJKHBI UMETH TOJIBKO JIUIA, YIIOJHOMOUYEHHBIE PyKOBOIUTEIEM
CyObeKTa pO3HUYHOM TOProBiId. JJocTyn MOCTOPOHHUX JIMII B YKa3aHHbIE TOMELIECHHS UCKITIOUaeTCs.

33. OGopynoBaHue, UCMOIB3YEeMOE CyOBEKTOM PO3SHHUYHON TOPTOBIH, JOKHO UMETh TEXHHUECKUE
MacropTa, XpaHsIIHecss B TCYCHUE BCETO BPEMEHH DKCIUTyaTalli 000y T0BaHHUS.

ObopynoBaHue, UCIONb3yeMoe CyOBEKTOM PO3HHYHOW TOPTOBIM M OTHOCALIEECS K CPEICTBaM
W3MEPEHUH, 10 BBOJA B IKCIUIyaTallHIO, a TAKXKe MOCIE PEMOHTA U (MJIM) TEXHHYECKOTO OOCITYy )KHBaHUS
MOJUIEKUT TEPBUYHON IMOBepKe M (WIM) KaTMOpOBKE, a B MpOIecce HKCIUTyaTallud - MEePHOAMYECKON
nmoBepke ® (W) KanuOpOBKE B COOTBETCTBHM C TpeOOBAaHUSMH 3aKOHOJATENbCTBA Poccuiickoit
®eneparun 006 00eCIeYeHUH €IUMHCTBA U3MEPEHUH.

34. ToproBoe momernieHne M (WIM) 30HA JODKHBI OBITH 00OPYIOBAaHBI BUTPUHAMH, CTEIIAKAMH
(roHDONMAMM) - TPH OTKPBITOM BBIKJIAAKE TOBapa, 00ECIIEUMBAIOIIUMH BO3MOXHOCTH 0030pa TOBapoB
anTEeYHOTO aCCOPTHMEHTA, Pa3pelICHHBIX K MpOoJaxke, a Takke obOecreduBaTh ya00CTBO B pabore s
pabOTHUKOB CyObeKTa pO3HUYHOW TOPTOBIIH.

JlommyckaeTcsi OTKpbITash BBIKJIAJKA JIEKAPCTBEHHBIX IIPErmapaToB OE3pelenTypHOro OTIycKa U
JPYTUX TOBApPOB alITEYHOI'0 ACCOPTUMEHTA.

35. Wudopmarus o JIeKapCTBEHHBIX IIpemaparax, OTIMYCKaeMbIX 0e3 pelenrta, MOXXET ObITh
pa3MmelieHa Ha TIOJKE B BHJE TIOCTepa, BOOJNEpa M MHBIX HOCUTENSX HHPOpMANMU B IENAX
NPEJOCTABIICHUS] TOKYIATEII0 BO3MOXKHOCTH CJIIEJIaTh OCO3HAHHBIA BBIOOP TOBapa amnTeYHOTo
ACCOPTHMEHTA, MONYyYUTh WH(MOPMAIHUIO O MPOU3BOJUTENC, CIOCOOE €ro MPUMEHEHUS U C IICNbIO
COXpaHECHHsI BHEIIHErO BUA ToBapa. Takke B YAOOHOM JJsi 0003pEHHS MECTE JTOJDKEH OBITh IMOMEIeH
HCHHUK C YKa3aHUCM HAMMCHOBAHUS, JO3UPOBKH, KOJIMYCCTBA 03 B YIIAKOBKC, CTPAHBI ITPOU3BOAUTCIIA,
CpoKa TOAHOCTH (TIPH HATMYUH).

36. JlekapcTBEeHHBIE Mpemaparhl, OTIycKaeMble 0e3 pelenTa, pa3MeIalTcss Ha BUTPHHAX C YYETOM
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YCIOBUN XpaHEHUs, NPEeIyCMOTPEHHBIX HMHCTPYKLMEW [0 MEAMIMHCKOMY NpPUMEHEHUIo, U (Win) Ha
YIIaKOBKE.

JlexapcTBeHHBIE MpenapaTel, OTIYCKAeMbIE 110 PELENTY Ha JICKapCTBEHHBIN Ipenapar, JOIyCKaeTCs
XpaHUTh HAa BUTPHHAX, B CTEKJISHHBIX U OTKPBITHIX HIKadax MpH yCIOBUU OTCYTCTBUS JIOCTYNa K HUM
MTOKyIaTeseH.

JlekapcTBeHHblE IMpenaparthbl, OTIYCKaeMble IO pELEeNnTy Ha JEeKapCTBEHHbIM mpemnapar,
pa3MeImaioTcsl OTHENBHO OT Oe3pelenTypHBIX JIEKAPCTBEHHBIX IIPEMapaToB B 3aKpBITBIX INKadax c
OTMETKOH "0 pelenTy Ha JEeKapCTBEHHbIM mpemnapar’, HAaHECEHHOM Ha MOJKY WM IIKad, B KOTOPBIX
pa3MelLIeHbl TAKUE JIEKAPCTBEHHBIE ITPETApaThl.

VL. [Iporecchl 1esTenbHOCTH CyOBeKTa POSHUYHON TOPTOBIIH
TOBapaMH alTeYHOr0 aCCOPTUMEHTA

37. Bce mporecchl ACATEIBHOCTH CYOBEKTa PO3HUYHOW TOPTOBIIH, BIIMSIONIME HAa KayecTBO,
Bq)(beKTI/IBHOCTL u 6630HaCHOCTB TOBAPOB AlITCYHOTO aCCOPTUMCHTA, OCYHICCTBIIAKOTCA B COOTBCTCTBUU C
YTBEPKICHHBIMU CTaHIAPTHBIMU OIEPALIMOHHBIMU MTPOLIEypaMHU.

38. PykoBonuTeneM anTeyHOW OpraHM3allMM, WHIMBUIYAJIbHBIM NPEAIPUHUMATENEM, MUMEIOIIUM
JULEH3MI0 Ha (apMaleBTUYECKYI [JEeSATEIbHOCTb, OOECIEUMBAECTCS HAIMYUE MHUHUMAIBHOIO
aCCOPTHUMEHTA.

39. PykoBoguTenb CyOBEKTa PO3HUYHON TOPTOBIM JIOJDKEH OCYIIECTBIATH KOHTPOJb
KOJIMYECTBEHHBIX U KAauye€CTBEHHBIX I1apaMETPOB 3aKYIUIEHHBIX TOBAPOB ANTEYHOI'O aCCOPTUMEHTA, a
TaK)K€ CpPOKOB HMX ITIOCTaBKM B COOTBETCTBHHM C JIOTOBOPAaMH, 3aKIIOYEHHBIMH B COOTBETCTBUU C
TpeOoBaHUAMU 3aKOHOAaTeNbCTBa Poccuiickoit deaeparyu.

40. PykoBoauTeneM CyObeKTa pO3HUYHON TOPTOBJIM JOKEH OBITH YTBEPXKACH MOPAIOK O0TOOpa U
OLICHKHU IMOCTAaBIINKOB TOBAPOB AlITCYHOI'O ACCOPTUMCHTA C YYCTOM B TOM HHUCJIC CICAYIOLNUX KPUTCPUCB:

a) COOTBETCTBHE TIOCTABIIMKA TPEOOBAHMIM JCHCTBYIOIIETO 3aKOHOJIATENbCTBA Poccuiickoit
q)eﬂepaunn (6] JII/ILIGH3I/Ip0BaHI/II/I OTACJIBHBIX BUJOB ACATCIBHOCTH,

0) menmoBasi pemyTanMs MOCTaBIIMKa Ha (apMalleBTUYECKOM PBIHKE, UCXOJs W3 Halu4us (HaKToB
oT3bIBa  (aNbCUPUIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX, KOHTpa(aKTHBIX TOBApOB  aNTEYHOTO
aCCOPTHUMEHTa,  HEUCIIOJHEHHWE UM  MPHUHATHIX  JIOTOBOPHBIX  0053aTeNbCTB,  MPEANHCAHHNA
YHOJHOMOYEHHBIX OpPraHOB TOCYJapCTBEHHOTO KOHTpOJds O (akrax HapymeHus TpeOoBaHUN
3akoHojJaTenbeTBa Poccniickoit denepanuy;

B) BOCTPEOOBAaHHOCTH TOBApOB AaNTEUYHOTO ACCOPTHMEHTA, MPEIaraéMbIX ITOCTABIIMKOM JUISI
TanbHEHIIeH peanu3aluyd, COOTBETCTBHE KadyeCTBAa TOBAPOB aNTEYHOTO aCCOPTUMEHTA TPeOOBaHUAM
3akoHojarenbeTBa Poccniickoit denepanuu;

r) CcoOJI0JeHNe TMOCTABIIMKOM TpeOOBaHMM, YCTaHOBJIEHHBIX HacTosmuMmu IlpaBumamu, K
oOpMIICHHIO JOKYMEHTAIMH, HAIWYUIO0 JIOKyMEHTa C TMEpeuyHeM JeKIapaluid O COOTBETCTBHH
MPOAYKIMM YCTAHOBJIEHHBIM TpeOOBaHUSM, IMPOTOKOJIAa COIJIACOBAaHUS 1I€H Ha JIEKapCTBEHHBIE
mpemapaTel, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOJUMBIX M BaXXHEHIIHUX JIEKAPCTBEHHBIX
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[IpenapaTos;

1) coONro/IeHNe MOCTABUIMKOM TEMIIEPATypHOTO peKUMa MpH TPAHCIOPTHUPOBKE TEPMOIAOMIBHBIX
JIEKapCTBEHHBIX MPENapaToB, B TOM YHCJIE UMMYHOOMOJIIOTUYECKUX JIEKAPCTBEHHBIX MIPENapaToB;

€) MPENOCTaBICHHE ITOCTABIIMKOM TapaHTUW KayecTBa HA TOCTABJIIEMbIC TOBApbl ANTEYHOTO
aCCOPTHMEHTA;

)K) KOHKypeHTOCHOCO6HOCTB npeajaracMaIix IMOCTaBIIUKOM yCJIOBI/Iﬁ AO0T0BOpA,

3) DKOHOMHYECKAsi OOOCHOBAHHOCTh TNPEJIaraéMbIX ITOCTABIIMKOM YCIIOBHH IOCTAaBKHA TOBapa
(KpaTHOCTb MOCTaBJISIEMbIX YIIAKOBOK, MUHUMAaJIbHAsI CyMMa IIOCTaBKH);

1) BO3MOXKHOCTb MTOCTABKH IIUPOKOTO ACCOPTUMEHTA,
K) COOTBETCTBHE BPEMEHHU MTOCTAaBKH pabovYeMy BPEMEHH CYObEKTa POSHUYHOW TOPTOBIIH.

4]1. CyOBeKT pO3HMYHOW TOPrOBIM M TOCTABIIMK 3aKIIOYAIOT JOTOBOP C y4YeTOM TpeOOBaHMIA
3aKOHOJATEIbCTBA 00 OCHOBaX TOCYAAPCTBEHHOIO pEryJIMpPOBAHUS TOPrOBOM JAEATEIBHOCTH B
Poccuiickoit ®enepamuu, a TaKkKe C ydyeToM TpeOOBaHMH TIPa)KAAHCKOTO 3aKOHOJATEIbCTBA,
IpeSyCMaTPUBAIOIINX CPOKU MPHUHATHUS MOCTaBIIMKOM IPETEH3UU IO KAa4yeCTBY NPOIYKIMH, a TaKkKe
BO3MOYKHOCTh BO3Bpara (haabCU(PUIIUPOBAHHBIX HEJOOPOKAUYECTBEHHBIX, KOHTpa(aKkTHBIX TOBapOB
anTEeYHOIr0 aCCOPTUMEHTA MOCTABILUKY, €CIM HH(pOpMAIHsL 00 3TOM HNOCTYNUIIA [TOCIe IPUEMKH TOBapa 1
o(opMIIeHHsI COOTBETCTBYIOIIUX JOKYMEHTOB.

42. B OTHOIIEHHH TOBAapOB aNTEYHOTO ACCOPTUMEHTA (32 MUCKIIOUYCHHEM MEIUIMHCKUX W3JCIINN)
CyOBEKTOM PO3HUYHOW TOPTOBIU JOIMYCKAETCS OKa3aHWE IMOCTABIIMKY HAa BO3ME3AHOW OCHOBE YCIYT,
MPEIMETOM KOTOPBIX SIBJISETCS BBIOJIHEHHUE JE€HCTBUN, SKOHOMMYECKH BBITOJHBIX IOCTaBIIMKY U
CHOCOOCTBYIONIUX YBEIUYCHUIO TPOAAXK TOBAPOB alTEYHOTO AaCCOPTUMEHTa (3a HCKIIOYCHHEM
MEIUIIMHCKUX U3JIEHI) U JIOSUIbHOCTH MOKYIaTeNeH.

[TocTaBIIMK CaMOCTOSATENFHO PEIIaeT BOMPOC O HEOOXOAUMOCTH MPHOOPETEHUSI UM TAaKUX YCIYT, U
HaBA3bIBAHKE MOCTABIIUKY TAKOTO POJIa YCIYT CyOBEKTOM PO3HUYHOM TOPrOBIIN HE JTOMYCKAETCS.

43. 3akynka TOBapOB alTEYHOTO ACCOPTHMMEHTa CyOBEKTOM PO3HHUYHOW TOPTOBIH, CO3JAaHHBIM B
BHJE TOCYJAapCTBEHHOTO M MYHUIMIAJIBHOIO YHWTApHOIO MPEANPHUATHS, OCYIIECTBISICTCA B
COOTBETCTBUM C TpeOOBaHMAMH 3aKOHOAaTenbcTBa Poccuiickoit denepanyi 0 KOHTPAKTHOW CHCTEME B
cepe 3aKynoK TOBapoOB, paboT, yCIyr JUlsl 00eCIeueH s TOCy1apCTBEHHBIX U MYHULMIAIbHBIX HY X1

44. B mporecce NpPHUEMKH TOBAapOB alTEYHOTO ACCOPTHMEHTAa, B TOM YHCIIE TPEOYIOMHUX
CHEIMAJIbHBIX YCJOBHM XpaHEHUs] U Mep O€30MaCHOCTH, OCYIIECTBISETCS OIEHKAa COOTBETCTBUS
NPUHUMAEMbIX TOBAPOB TOBaPOCONPOBOJUTEIBHON JOKYMEHTAIMH IO aCCOPTUMEHTY, KOJIMYECTBY M
Ka4eCTBY, COOJIIOJICHUIO CTEIMAIBHBIX YCIOBHM XpaHEHUs (IIPH HAJIMYUU TAaKOTO TPEOOBaHMS), a TaKXKe
IIPOBEPKA HAIIMYHS [IOBPEKICHUN TPAHCIIOPTHOM TapHI.

Komnerenuusi cyObekTa pPO3ZHMYHOM TOProOBJIM IO IMPOBEPKE KAauecTBAa MOCTABICHHBIX TOBAapOB
anTEYHOr0 AacCCOPTUMEHTA OrPaHUYMBAETCS BHU3yalbHbIM OCMOTPOM BHEIIHErO0 BHUAA, IPOBEPKOU
COOTBETCTBUS COIPOBOAUTEILHBIM JOKYMEHTAaM, MOJHOTHl KOMIUIEKTa CONPOBOIUTENBHBIX JOKYMEHTOB,

www.consultant.ru Crpannna 15 u3 20
HaJeKHadA NMpaBoOBas NMOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

IMpuxa3z Munsapasa Poccun ot 31.08.2016 N 6471
"O0 yrBeprkaeHun [IpaBuit HajIeKalIeH anTeuHOH MPAaKTUKHU JIEKaPCTBEHHbBIX
mpemnaparo...

Joxkyment npenoctasieHn Koncynsrantlnoc
Jata coxpanenus: 21.07.2020

B TOM 4YHCJI€ peecTpa JOKYMEHTOB, MOATBEP)KIAIOIIUX KAaueCTBO TOBAapOB ANTEUYHOTO ACCOPTHMEHTA.
CyOBeKTy pO3HMYHOM TOProBIM HEOOXOJUMO YUMTHIBATH OCOOEHHOCTH NMPUEMKH M MpPEIIpOaaxKHOMN
IIPOBEPKU TOBAPOB allTEYHOIO0 aCCOPTUMEHTA.

45. Ilpuemka TOBapoB aNTEYHOI'O ACCOPTUMEHTA OCYILECTBIISIETCS MAaTEpUAIbHO OTBETCTBEHHBIM
munoM. Eciiu ToBaphl anTeUHOro acCOPTUMEHTA HAXOJATCSA B TPAHCHOPTHOU Tape 0e3 MOBpEXIEHUM, TO
IIPUEMKA MOKET IPOBOAMTHCA 10 KOJIMYECTBY MECT MM IO KOJUYECTBY TOBAPHBIX EOUHMI] U
MapKHpoBKe Ha Tape. Eciu mpoBepka (hakTHYeCKOTO HAIMYHS TOBAPOB alTEYHOTO aCCOPTUMEHTA B Tape
HE MPOBOAUTCS, TO HEOOXOAUMO CJIeNIaTh OTMETKY 00 3TOM B CONPOBOJUTEIBHOM TIOKYMEHTE.

46. Ecnn KomMuecTBO U KaueCTBO TOBAPOB alTEYHOTO aCCOPTUMEHTA COOTBETCTBYET YKA3aHHOMY B
COIIPOBOJIUTENHFHBIX JIOKYMEHTaX, TO Ha COMPOBOIHMTEIBHBIX TOKYMEHTax (HaKJIagHO#, cueT-(hakrype,
TOBApHO-TPAHCIIOPTHOM HAKJIAJHOW, PEECTpPEe MIOKYMEHTOB II0 Kad4eCTBY M JAPYI'MX JIOKYMEHTax,
YIOCTOBEPSIONINX KOJNYECTBO MM KAaUeCTBO MOCTYNHUBIIMX TOBAPOB) MPOCTABIISICTCS ITAMIT IPHEMKH,
HOIITBep)KI[aIOH_[I/II\/'I (baKT COOTBCTCTBUA TIPUHATBHIX TOBAPOB AalTCYHOrO AaCCOPTUMCHTA JaHHBIM,
YKa3aHHBIM B COTPOBOAMTENBHBIX JOKYMEHTaX. MaTepuaibHO OTBETCTBEHHOE JIMIIO, OCYIIECTBISIONICE
MMPUCMKY TOBAPOB alITCHHOI'O aCCOPTUMCHTA, CTABUT CBOIO MOATIMCH HA CONPOBOAUTCIIBHBIX TOKYMCHTAX
1 3aBEPSIET €€ MeYaThio CyOheKTa pO3ZHUYHON TOPTOBIHU (TIPH HAJTUYHUH).

47. B cnmyyae HECOOTBETCTBUS IMOCTABICHHBIX CYOBEKTY PO3HMYHON TOPrOBIM TOBApOB alTEYHOTO
aCCOPTUMEHTA YCIOBMSM [OrOBOpPA, AAHHBIM CONPOBOAMTENBHBIX JIOKYMEHTOB KOMMCCHEH cyObBeKTa
PO3HUYHOM TOPIOBJIM B COOTBETCTBUU C YTBEPKICHHOW CTaHIAPTHOM OIEPALlMOHHOM IIpOLELypoH
COCTAaBIISIETCSl AKT, KOTOPBIM SBISETCS OCHOBAHMEM [UIA IPEIBSBICHUS IPETCH3UN IOCTABIIMUKY
(cocTaBieHME aKTa B OJHOCTOPOHHEM IOPSAJIKE MATEPUAIBHO OTBETCTBEHHBIM JIMIIOM BO3MOYKHO IIPH
COIJIACHM MTOCTABIIMKA WM OTCYTCTBUS €r0 MPEICTABUTEINS).

CyObeKTOM PO3HHYHOM TOPTOBIIM IO COTJIACOBAHUIO C IMOCTABIIIUKOM MOKET OBITh YTBEPKICH WHOM
croco0 yBeIOMJICHHUS MOCTAaBIIMKA O HECOOTBETCTBUU MOCTABIIEHHBIX TOBAPOB allTEYHOTO0 aCCOPTHUMEHTA
CONIPOBOJAUTENBHBIM JOKYMEHTaM.

48. JlexkapCTBEHHbIE IpenapaTbl HE3aBUCUMO OT HMCTOYHUKA HX IOCTYIUIEHHS IIOJBEPIaroTCs
MPUEMOYHOMY KOHTPOJIIO C LEIbI0 MPEAyNpPEexIeHUS TOCTYIUICHUS B MPOAaXy (PaabCHPHUIUPOBAHHBIX,
HeZ00pOKaYECTBEHHBIX, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX MpPENapaTos.

[IpuemMouHBIli KOHTPOJb 3aKIHOYAETCS B IPOBEPKE IMOCTYMAIOUIMX JIEKAPCTBEHHBIX IpENapaToB
IyTEM OLICHKH:

a) BHEIITHETO B/, [[BETA, 3aIaxa;
0) 1IETOCTHOCTH YIIAaKOBKH;

B) COOTBETCTBUS MApKUPOBKM JIEKAPCTBEHHBIX MPENapaTroB TpeOOBAaHUSAM, YCTAaHOBJICHHBIM
3aKOHOJIaTEILCTBOM 00 0OpaIlleHUH JIEKaPCTBEHHBIX CPEJICTB;

I') IPaBUIBHOCTH O(POPMIICHHS COTIPOBOAUTENBHBIX IOKYMEHTOB;

) HaJIU4yusl peecTpa JAeKJapaluif, MOATBEP)KIAIOIMIMX KadyeCTBO JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUH C JICUCTBYIOIIMMHU HOPMATUBHBIMU JJOKYMEHTAMHU.
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49. lns mpoBeneHUsT MPUEMOYHOTO KOHTPOJIA TMPUKA30M PYKOBOAUTENSI CYyOBEKTa PO3ZHUYHOU
TOPTOBIIM CO3JaeTCsl MpUEeMHas KoMHccHs. UJIeHbl KOMHUCCHHM JOJDKHBI OBITh O3HAKOMJIEHBI CO BCEMU
3aKOHOJATEIbHBIMM W MWHBIMH HOPMAaTUMBHBIMM TpPaBOBbIMU akTamu Pocculickoit ®enepanuu,
OTIPEACTSAIONMMU  OCHOBHBIE TpEOOBaHHMS K TOBapaM amnTEYHOTO ACCOPTUMEHTA, OQPOPMIICHUIO
CONPOBOAUTENBHBIX TOKYMEHTOB, UX KOMIUIEKTHOCTH.

50. ToBapbl anTeYHOro acCOpPTUMEHTa [JO IIOAAYM B TOPrOBYHO 30HY JOJDKHBI IPOWTH
MPEANPOJAKHYI0 MOJATOTOBKY, KOTOpas BKJIIOYAET PAcHakOBKYy, PacCOPTUPOBKY U OCMOTp, IPOBEPKY
KayecTBa ToBapa (M0 BHEIIHUM NpHU3HAKaM) M HaJIM4YUsl HEOOXOIUMON MH(pOpMalUu O TOBape U €ero
IIOCTaBIIUKE.

51. IlponykTsl JIe4eOHOTO, IETCKOrO U JUETUYECKOrO MUTaHUs, OMOJIOTNYECKH aKTUBHBIE TOOABKU
SBJIAIOTCS MUILEBBIMU IPOAYKTaMHU, KOTOPBIE 10 UX MOJA4l B TOPrOBYIO 30HY WJIM NHOE MECTO TOPIOBIU
JOJKHBI OBITH OCBOOOKAECHBI OT Tapbl, 0OEPTOUYHBIX U YBSI30YHBIX MaTEpUAJIOB, METAUIMUECKUX KIIMIIC.
CyOBeKT pO3HUYHOM TOPTOBIH JOJDKEH TAKXKE MPOU3BECTH MPOBEPKY KAauecTBA MPOAYKTOB JIe4eOHOTO,
JIETCKOr0 M JUETHYECKOrO IHUTaHUs, OMOJOrMYECKH AaKTHBHBIX J00ABOK I10 BHELIHMM IPHU3HAKAM,
NPOBEPUTh HATUMYME HEOOXOAMMOW JOKYMEHTAUuHM M HH(OPMAIMH, OCYIIECTBUTh OTOPAKOBKY U
COPTHPOBKY.

TOpFOBHH HpO,Z[yKTaMI/I HG‘-ICGHOFO, JCTCKOI'O 1 JUCTUYCCKOI'O ITMTaHUA, 61/IOJIOFI/I‘-I€CKI/I AKTHBHBIMU
no0aBKaMHM 3ariperiaeTcsl Py HaApPYIICHUH IEJIOCTHOCTH yMakoBKH. KauecTBO MaHHOUM TpyIIbl TOBapOB
MOATBEPHKIAETCSI CBUICTEILCTBOM O TOCYJApCTBEHHOW pErucTpaiuu, B KOTOPOM YKa3zaHa o0JacTh
MPUMEHEHUS W  WCIOJb30BaHMs, MW  JOKYMEHTOM TMPOW3BOAUTENs] W  (MJIM)  TOCTaBIIUKA,
MOTBEPKIAIOIIETO 0€30MacHOCTh MPOJYKTa, - JNEKIapamueld 0 COOTBETCTBUU KAa4eCTBA WM PEECTPOM
JEKJIaparui.

B cnyuae HapymeHus HENOCTHOCTH YIIAKOBKH, OTCYTCTBUS MOJIHOIO NAKETa JOKYMEHTOB MTPOAYKThI
7e4e0HOro, JETCKOr0 U AUETHUYECKOTO MUTaHUs, OMOJIOrMYeCKH aKTUBHbBIE T00aBKHU MOJUIEKAT BO3BPATY
MMOCTAaBIIUKY.

52. e3uH(pUIUpyOIIKe CPeaCcTBa 10 MOIa4d UX B TOPTOBYIO 30HY, Pa3MEIIECHUS B MECTE TIPOJAKH
JOJKHBI TIPOUTH TPEANPOJAKHYIO MOATOTOBKY, KOTOpas BKJIIOYAET OCBOOOXKICHHWE OT TPAHCIIOPTHOM
Tapbl, COPTUPOBKY, MPOBEPKY IEJIOCTHOCTH YHAaKOBKHU (B TOM uucie (GyHKIMOHUPOBAHHS a’pPO30JILHON
YHaKOBKHM) W KadecTBa TOBapa IO BHEIIHUM MpHU3HAKaM, HAJIM4YUS HEOOXOOUMON HHPOpPMALUU O
Ne3uH(UIUPYIOLIUX CPEICTBAX U €0 U3TOTOBUTENE, MHCTPYKUUN MO MPUMEHEHHUIO.

[MapdromepHO-KOCMeTHYECKas ~ MPOAYKLHMS, TMojaBaemMas B  TOPTOBYIO  30HY, JOJDKHA
COOTBETCTBOBaTh TpeOoBaHUsAM, ompeneiaeHHbIM Pemennem Komuccuun TamoskeHHOro coro3a ot 23
cersiops 2011 r. N 799 "O mnpuHATUM TEXHUYECKOTO perjamMeHta TamoxeHHOro corosa "O
0e30macHOCTH Map(ProMepHO-KOCMETHIECKON MPOIYKIIAN".

VII. Peanu3aiuist TOoBapoOB aliTEUHOTO aCCOPTUMEHTA

53. Po3HuyHas TOpProBiis TOBapaMy anTE€YHOTO aCCOPTHMEHTA BKJIIOYAET MPOJAaxXy, OTIYCK,
(dapmareBTHIECKOE KOHCYIbTHPOBAHHE.

Jlns npegocraBiaeHus ycayr 1o ¢papMaleBTHUYeCKOMY KOHCYJIbTHPOBAHHUIO JOITYCKAETCs BbIACICHUE
CHEIMAIbHOW 30HBI, B TOM YHUCJIE IJI1 OXUIAHHS MOTpeOuTeNield, C YCTAaHOBKOW WM 0003HAYCHHEM
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CIICNUaJIbHBIX OFpaHHqHTeﬂeﬁ, opraHH3auHeﬁ CHAAYHNX MECT.

54. llpu peanuzalMu JIEKapCTBEHHBIX INpenapaToB (apMaleBTUYeCKHil paOOTHMK HE BIIpaBe
CKpBIBaTh OT MOKYyMaTesnss MH(GOPMALMI0O O HAJIWYUM HHBIX JIEKAPCTBEHHBIX IPENapaToB, HMMEIOLINX
OJIMHAKOBOE MEXIYHapOJHOE HEMAaTeHTOBAHHOE HAMMEHOBAHWE W LE€Hbl HAa HUX OTHOCUTEIBHO K
3aIIpOIIEHHOMY .

55. B ToproBoii 30He B y100HOM 7151 0003pEHUS MECTE pa3MEelaloTCs:
a) KOs JUIEH3UHU Ha (papMaleBTUUECKYIO EATEIbHOCTD;

0) KOIUs JUICH3UU AESITeIbHOCTH M0 000POTY HAPKOTUUECKUX CPEICTB, ICUXOTPOIMHBIX BEIIECTB U
WX MPEKYyPCOPOB, KyJIbTUBUPOBAHUE HAPKOCOCPKAIIUX PACTEHUH (IIPU HATTUYHH);

B) uH(pOpMaIus O HEBO3MOXXHOCTH BO3BpaTa M OOMEHAa TOBAapOB AamNTEYHOI'O aCCOPTUMEHTA
HAJ|JIekKAIIETO KauecTBa;

T') MHBIC JOKYMEHTHI U MH(OpMaIns, KOTOpasi T0KHA ObITh TI0BE/ICHA IO CBEACHUS TOKYTaTEIICH.

56. Ilo TpeOGoBaHuWIO MOKymaTens (papmaneBTUUeCKUid paOOTHUK [OKEH O3HAKOMHUTH €ro ¢
CONPOBOJAUTEBLHON JOKYMEHTAIIMEH Ha TOBap, COAEpkKalled MO KaXJOMy HAMMEHOBAHUIO TOBapa
cBeieHUsT 00 00s3aTeIbHOM MOATBEPXKIEHUH COOTBETCTBHS COTJIACHO 3aKOHOJATENLCTBY Poccuiickoit
®denepalyiv 0 TEXHUYECKOM PETYJIMPOBaHUU (CepTU(UKAT COOTBETCTBUS, €T0 HOMEP, CPOK €ro AeHcTBUS,
OpraH, BBIJABIIMH cepTH(HKAT, WIK CBEIACHUS O JEKIapal O COOTBETCTBHH, B TOM YHUCIE €€
PErUCTpaIlMOHHBIA HOMEp, CPOK €€ JIEHCTBUS, HAMMEHOBAaHHE JIMIIA, IPUHSBIIETO JEKJIapaluio, U Opra,
€e 3aperuCTPUPOBABIINK). DTHU JOKYMEHTHI JOJDKHBI OBITh 3aBEpEHBI IMOANUCHI0 M TeYaTbio (TpU
HAJIM4YMHU) TOCTAaBIIMKA WM MPOJABLAa C YKa3aHHEM aJipeca €ro MecTa HaxOXKICHHs U KOHTaKTHOTO
TenedoHa.

57. Po3HWYHasg TOProBJs TOBApaMH AaNTEYHOTO ACCOPTUMEHTa, HE OTHOCAIIMMHUCA K
JEKapCTBEHHBIM  TpermapaTaM,  MOXET  OCYIIECTBISAThCS ~ paOOTHHKAMH, HE  HMEIOIUMU
(hapManeBTHUECKOTr0 00pa30BaHUs WJIM JIOMOJHUTEIHLHOTO MPO(eCCHOHATBLHOTO OOpa30BaHUS B 4YaCTH
PO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMU IMpemaparaMd B CiIy4ae HUX pabdoThl B 000COOJIEHHBIX
noapazaeneHusx (amOynaropusix, (enpamepckux Hu  (QenpAmepcKo-aKymepeKuxX IMyHKTaX, IEeHTpax
(ormenenusix) oOmiei BpaueOHOW (CeMEeHHO) MPAKTUKH) MEIUIUHCKUX OpraHU3alui, HMEIONINX
JUIEH3UI0 Ha OCYIIeCTBICHHE (apMalleBTUUECKONH MAEATEeIbHOCTH M PACHOJOKEHHBIX B CEIBCKUX
HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIC OpraHU3aIUH.

58. Kaxnaplii CyOBEKT PO3HHUYHOW TOPTOBIM JOKEH HWMETh KHUTY OT3BIBOB WM TPEIJIONKCHUH,
KOTOpasi IPe0CTABIISETCS TOKYIIATEIIO 110 €r0 TPEOOBAHHUIO.

VIII. IIpoBeneHne OLICHKH IESITENBHOCTH

59. PykoBomutens cyOBbEKTa pPO3HHYHOW TOPTOBIM MPOBOAMT OIECHKY JEATEIBHOCTH C IIEINBIO
IPOBEPKHM IIOJIHOTHI BBIIIOJHEHHUS TpeOOBaHMM, YCTAaHOBIEHHBIX Hacrosmumu IlpaBunamu, u
OIpeeeHUs KOPPEKTUPYIOIIMX JEHCTBUN.

60. Bonpockl, kacaroniuecs epcoHasa, MoMEeIeHu, 000pyI0BaHUs, JOKYMEHTAIMH, COOJTIOACHUS
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NpaBUJ TOPTOBIM TOBapaMHU anTeYHOIO AacCOPTUMEHTA, MEPONPHUATHH 1O padoTe C OT3BIBAMH U
IPEUIOKEHUSIMH TIOKyTiaTenel, padoThl O BBIABICHUIO (albCU(PUIMPOBAHHBIX, HEJOOPOKAUECTBEHHBIX,
KOHTpa(akTHBIX TOBAPOB AaNTEYHOTO AaCCOPTUMEHTa, a TaKkKe JCSITEIbHOCTh 110 TPOBEICHUIO
BHYTPEHHETO ayJuTa, NOJDKHBI aHAIM3MPOBATHCS PYKOBOJUTEIEM CyOBEKTa PO3HUYHOM TOPrOBIM B
COOTBETCTBHUH C YTBEP)KICHHBIM IUTAHOM-TPa()UKOM.

61. BHyTpeHHMII ayauT [JODKEH TPOBOAMTHCS HE3aBUCHMMO M TIIATENBHO CIELHUAIBHO
Ha3HAYCHHBIMU PYKOBOJUTENIEM CYObEKTa pPO3HUYHOW TOPrOBIM JIMLAMH, COCTOSIIIMMHM B IUTaTe
CyObeKTa PO3HUYHOM TOPTOBIIN U (MIJIN) IPUBJIEKAEMBIMU Ha JOTOBOPHOM OCHOBE.

[To pemenuto pykoBOAUTENSI CyOBEKTa POSHUYHON TOPTOBIU MOXKET OBITh IPOBEJCH HE3aBHUCUMBII
ayJluT, B TOM YHCJIE SKCIIEPTaMH CTOPOHHUX CyOBEKTOB pOZHUYHON TOPTOBIIH.

62. Pe3ynbTaThl BHYTPEHHETO ayIuTa 0(OPMIISIOTCS TOKYMEHTAIBHO.

JIOKyMEeHTBI, COCTaBJIEHHBIE MO pe3yjbTaTaM ayJauTa, JOJDKHBI BKIIOYATh B ce0s BCIO MOJYUEHHYIO
MH(POPMALIHIO U IPEATIOKESHUS IO HEOOXOAUMBIM KOPPEKTUPYIOLIUM JEHCTBUSAM.

Mepbl, mnpennpUHUMAaeMble [0 pe3yJibTaTaM IPOBEIEHHOTO BHYTPEHHEro ayJuTa, TaKxKe
0OpPMIISIFOTCS TOKyMEHTATBHO.

63. BHyTpeHHHII ayJuT MPOBOJIUTCS TAKXKE C IEIbI0 BBIIBICHUS HEJOCTATKOB IO BBIMOJHEHUIO
TpeOoBaHM 3akoHOAarenbcTBa Poccuiickolr @Denepanui M BBIHECEHUS PEKOMEHJAIMKA  TIO
KOPPEKTUPYIOUIUM U MPEAYNPEKIAOMIMNM JECHCTBUSIM.

64. Ilporpamma BHYTpEHHEro ayauWTa JO/DKHA YYMTHIBATh pPE3YJbTaThl IPEALIECTBYIOIIETO
BHYTPEHHETO ayJIuTa, IPOBEPOK KOHTPOJIUPYIOIIUX OPTaHOB.

65. JInio, OTBETCTBEHHOE 32 MPOBEPAEMYIO 00JIACTh JEATEIBHOCTH CYObEKTa pO3HUYHOM TOPTOBIIH,
JOJDKHO 00€CHeunTh HE3aMEUIMTENbHOE BBINOJHEHHE KOPPEKTHPYIOIUX U MpeAyHpexkJaromx
JEUCTBUN.

JanpHelie AeMcTBUS JODKHBI BKIOYaTh B ce0d ayauT (MPOBEpKYy) MPEeANPUHATHIX
KOPPEKTUPYIOLIUX U NPEAYNPEKIAOIMUX ICUCTBUA U OTYET O PE3yJIbTaTaxX BBIIIOJIHEHHBIX IECUCTBUUA U
ux 3G HEeKTUBHOCTH.

66. PykoBomuTenb CcyObeKTa PO3HUYHONW TOPTOBIU JOJDKEH O0ECIeunBaTh UICHTH(PHUKAIUIO
TOBApOB ANTEYHOTO aCCOPTUMEHTA, HE COOTBETCTBYIOIIUX TPEOOBAHUSIM HOPMATHBHOM JIOKYMEHTAIINH, B
HEeJSIX TIPEIOTBPAICHIS] HETIPEAHAMEPEHHOTO UX MCIIOIH30BAHMSI UITH TPOIAXKU.

QanbcudurpoBaHHEIE, HeJ0OpOKayeCTBeHHbIE,  KOHTpadakTHbIE  TOBapbl  amTEYHOTO
ACCOPTHMEHTA JOJKHBI OBITh WACHTU(DUIIMPOBAHBI M U30JIMPOBAHBI OT OCTATBHBIX TOBAPOB ANTEYHOTO
aCCOPTHUMEHTa B COOTBETCTBUU CO CTaHAAPTHBIMU OINEPAIIMOHHBIMU MTPOLIETypaMHU.

MapkupoBKa, MECTO U CIIOCOOBI BBIICTICHUS KapaHTUHHOW 30HBI, a TAKXKE JIUI0, OTBETCTBEHHOE 32
paboTy ¢ yKa3aHHBIMU TOBapaMH alNTEYHOT'O aCCOPTHMEHTA, YCTAHABIMBAIOTCS MPHUKA30M PYKOBOJUTEIIS
CyOBEKTa pO3ZHUYHON TOPTOBJIH.

67. PyxoBomutenb CcyObeKTa PO3HUYHON  TOPTOBIW  JIOJDKEH  IIOCTOSTHHO  ITOBBIIIATH
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PE3yJIbTaTUBHOCTh CUCTEMbI KAUE€CTBA, UCIIOJIB3YSl B TOM UMCJE PE3yJbTaThl BHYTPEHHETO ayAUTa, aHAIU3
JAHHBIX, KOPPEKTUPYIOIINE U MPeIyNpeKIatonue 1eHCTBUS.

68. B crangapTHBIX ONEpallMOHHBIX TPOLEAYpaxX AOHKHBI ObITh ONUCAHbl OPSIKU:
a) OCYIIECTBIICHUS aHAIM3a kKaslo0 U MpeJUI0KEeHUH MOoKynaTesnell U MPUHATHUS 110 HUM PELIeHUH;

0) yCTaHOBJICHHUS TPUYMH HapylIieHUs TpeOboBaHW HacTosmux [IpaBun U WHBIX TpeOOBaHUI
HOPMAaTUBHBIX TMPaBOBBIX aKTOB, PETYJIUPYIOIIUX BOMPOCHl OOpalleHHs TOBApPOB AamNTEYHOTO
aCCOpPTHUMEHTA;

B) OLICHKH HeO6XO,I[I/IMOCTI/I n LIGJ'ICCOO6p33HOCTI/I MNpUHATHA COOTBCTCTBYIOIIUX BO n30exKaHue
MOBTOPHOI'O BO3BHUKHOBCHUS AHAJIOTUYHOI'O HAPYUICHU A,

) ONpEAETCHUS W OCYIIECTBICHHUS HEOOXOJMMBIX JCHCTBUM C IIEIBI0 HENOMyIICHUS ITOMaJaHus
¢banbcuUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX, KOHTPa(aKTHBIX TOBApOB alTEYHOTO ACCOPTHMEHTa K
MOKYTIaTeIIo;

J) OCYLIECTBJIEHUS aHajiu3a pe3yJbTaTUBHOCTH NPEINPHUHATHIX  NPEAYNPEXKIAIUX U
KOPPEKTUPYIOLINX JEHCTBUH.
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